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Disposition of Claims 

4) S Claim(s) hll and 21-23 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 
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DETAILED ACTION 

Claims 1-11, 21-23 are pending and are considered on the merits. 

The text of those sections of Title 35, U.S. Code not included in this 
action can be found in a prior Office action. 

Claim Rejections - 35 USC § 102 
Claims 1-3, 5-10, 21-23 remain rejected under 35 U.S.C. 102(b) as 
being clearly anticipated by Dorner eta/. [U]. 

The claims appear to be directed to a method for separating red cells 
from a mixture (having a hematocrit about 30-64) comprising blood, 
anticoagulant and a washing solution (starch), whereby the anticoagulant 
consists essentially of an inert anticoagulant (CPD or heparin) by sedimentation 
in the absence of centrifugation (unit sedimentation or gravity sedimentation). 

Dorner eta/, teach a method of separation of red cells from a mixture 
having a hematocrit of 30-35 comprising blood, CPD and hydroxyethylstarch 
by gravity sedimentation. (Materials and Methods, page 440). 

Response to Argument 

Applicant's arguments filed 7/28/05 have been fully considered but they 
are not fully persuasive. 

Applicants argue that their method is limited to shed blood which means 
that the blood is collected from a patient and the red cells washed and returned 
to the patient. Please note that the claims do not require the collection of 
blood or the return of blood collected during surgery to the same patient. Use 
of the modifier "shed" for blood is according to applicant intended to limit the 
claim to such a scenerio. If this is so, the claims should positively incorporate 
such steps. 
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All blood is shed as the definition of "shed" is "to cause to flow in a 
stream or fall in drops". See page 1235 of the attached Webster's New World 
Dictionary. Thus, arguments based on "shed" blood as opposed to, one 
supposes, unshed blood are not persuasive. Further, applicants appear to 
argue intended use for the claimed method. Intended use of the claimed 
method is of little patentable weight. 

Applicants argue that the specification should provide the meaning of a 
disputed term. In the specification, it is stated that "...blood shed during 
surgery is often collected for the purpose of re-infusing the blood during 
surgery. The applicants argue that "shed" is used in the specification only to 
indicate blood which that is collected from a patient during surgery and re- 
infused back into the patient during the same procedure. 

First, there is no definition of "shed blood" in the specification as there is 
no definition section nor is there any mention that "shed blood" is defined as 
that blood collected during surgery and re-infused into a patient. If the claim is 
meant to be so restricted, it should positively recite the steps so intended. 

Stedman's Medical Dictionary does not have a specific definition for the 
term "shed blood", see attachment [U]. This term does not appear to have risen 
to the point of inclusion in a medical dictionary. 

Intended further steps, not present in the claimed method are accorded 
little patentable weight. 

Claims 1, 6, 22 and 23 remain rejected under 35 U.S.C. 102(b) as being 
clearly anticipated by US 4,765,899 [A]. 

The claims appear to be directed to a method for separating red cells 
from a mixture (having a hematocrit about 30-64) comprising blood, 
anticoagulant and a washing solution (starch), whereby the anticoagulant 
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consists essentially of an inert anticoagulant (CPD or heparin) by sedimentation 
in the absence of centrifugation. 

US 4,765,899 disclose in Example 1 a method for separating components 
of blood comprising adding heparin as anticoagulant to blood, adding HES 
(ACD) and using unit gravity sedimentation. The blood is in the sedimentation 
chamber for about 1 5-20 minutes. 

Response to Arguments 
Applicants argue that ACD as used in Example 1 of US 4,765,899 
contains citric acid, citrate and dextrose and have submitted evidence to 
support their statement. It is acknowledged that the solution used in Example 
1 appears to contain 6% HES, citric acid, citrate and dextrose. However, the 
definition of "inert anticoagulant" in the specification is "an anticoagulant that 
prevents coagulation but does not affect the ability of red blood cells to rouleau 
effictively for spearation by sedimentation." (page 3, top). Thus, since the red 
cells of US 4,765,899 do rouleu effectively as shown in the working example, 
the ACD used in Example 1 , which is not stipulated to be ACD-A, must, by 
definition, be "an inert anticoagulant". Please note that the rejection of some 
claims over this reference have been overcome by applicant's arguments and 
evidence. 

Claim Rejections - 35 (JSC § 103 
Claims 1-11, 21-23 remain rejected under 35 U.S.C. 103(a) as being 
unpatentable over US 5,879,318 [IDS] in combination with Dorner eta/. [U]. 

The claims appear to be directed to a method for separating red cells 
from a mixture (having a hematocrit about 30-64) comprising shed blood, 
anticoagulant and a washing solution (starch), whereby the anticoagulant is 
inert (CPD or heparin) by sedimentation in the absence of centrifugation. The 
sedimented cells are resuspended prior to transfusion. 



The references are relied upon as explained below. 
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US 5,879,318 discloses a composition comprising blood, CPD and a 
rouleaux reagent comprising Hetastarch (col. 5, I. 48, and col. 6, I. 20-29 and 
claim 3. The HES solution is 6% ( col. 3, I. 21). The blood/anticoagulant 7:1 
mixture (col. 5, I. 47) is mixed with the starch and the red cells sedimented (col. 
6, I. 1-9) and the supernatant containing the white cells is removed (col. 5, I. 
31-38). US 5,879,31 8 further teaches the use of heparin among other 
anticoagulants and exemplifies CPD as the anticoagulant of choice in a 
composition comprising blood, anticoagulant and HES (col. 4, I. 44). The use of 
a short centrifuge spin red cells aids in the sedimentation of the red cells (col. 
2, I. 26) is an optional aid in the sedimentation process. Thus, the reference 
teaches both sedimentation under gravity alone and aided by mild 
centrifugation. 

Dorner eta/, teach the time for gravity sedimentation using CPD/HES is 
about 25 minutes. In Fig 1 , times of sedimentation up to 35 minutes are 
exemplified. 

It would have been obvious to use heparin as an anticoagulant in a ratio 
of 1 17 in a process of adding HES, preferably between 1 -6% (col. 4, I. 40) and 
forming a mixture of blood, heparin 7/1 and 6% HES in order to sediment red 
cells because '318 generically teaches this method in the absence of 
unexpected results. 

In the absence of evidence to the contrary, such as unexpected results, 
and it is noted that no working examples are present in the specification, the 
claims are considered to be obvious over the cited prior art. 

It would have been obvious to allow the red cells to sediment by gravity 
for about 20 minutes when '318 was taken with Dorner eta/, because Dorner et 
a/, disclose the time for gravity sedimentation with anticoagulant (CPD)/HES is 
about 25 minutes. 
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One of ordinary skill in the art would have been motivated at the time of 
invention to make this substitution in order to obtain the results as suggested 
by the reference with a reasonable expectation of success. The claimed subject 
matter fails to patentably distinguish over the state of the art as represented by 
the cited references. Therefore, the claims are properly rejected under 35 
U.S.C. § 103. 

Response to Arguments 
Applicants continue to argue that US'31 8 discloses centrifugation in the 
process. However, as pointed out in the previous office action, use of 
centrifugation to aid sedimentation is optional (col. 2, I. 26). In other words, 
gravity sedimentation is one embodiment, while a light centrifugation is 
another embodiment. Applicant has not provided any working examples or 
direct comparisons with the prior art to show unexpected results to overcome 
the obviousness rejection. 

In short, the method as claimed is old and known in the art. No claim is 
allowed. Applicant is invited to present a showing of unexpected results in 
order to advance prosecution. 

Any inquiry concerning this communication or earlier communications 
from the examiner should be directed to Sandra Saucier whose telephone 
number is (571) 272-0922. The examiner can normally be reached on Monday, 
Tuesday, Wednesday. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, M. Wityshyn can be reached on (571) 272-0926. 



Application/Control Number: 10/001,966 



Page 7 



Art Unit: 1651 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see 
http://pair-direct.uspto.gov. Should you have questions on access to the 
Private PAIR system, contact the Electronic Business Center (EBC) at 866-21 7- 
9197 (toll-free). 




Sandra Saucier 
Primary Examiner 
Art Unit 1651 
September 9, 2005 



